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(2) All documents (including any affi-
davits) supporting its arguments, 
tabbed and organized chronologically 
and accompanied by an indexed list 
identifying each document (respond-
ent’s proposed hearing exhibits). 

(3) A statement regarding whether 
there is a need for an in-person hearing 
and, if so, a list of proposed witnesses 
and a summary of their expected testi-
mony that refers to any factual dispute 
to which the testimony will relate. 

(4) Any stipulations or admissions. 
(b) Within 30 days of its receipt of the 

respondent’s submission required by 
paragraph (a) of this section, CMS will 
file the following with the ALJ: 

(1) A statement responding to the re-
spondent’s brief, including the respond-
ent’s proposed hearing exhibits, if ap-
propriate. The statement may include 
citations to CMS’s proposed hearing 
exhibits submitted in accordance with 
paragraph (b)(2) of this section. 

(2) Any documents supporting CMS’s 
response not already submitted as part 
of the respondent’s proposed hearing 
exhibits, organized and indexed as indi-
cated in paragraph (a)(2) of this section 
(CMS’s proposed hearing exhibits). 

(3) A statement regarding whether 
there is a need for an in-person hearing 
and, if so, a list of proposed witnesses 
and a summary of their expected testi-
mony that refers to any factual dispute 
to which the testimony will relate. 

(4) Any admissions or stipulations. 
(c) Within 15 days of its receipt of 

CMS’s submission required by para-
graph (b) of this section, the respond-
ent may file with the ALJ a reply to 
CMS’s submission. 

§ 150.439 Effect of submission of pro-
posed hearing exhibits. 

(a) Any proposed hearing exhibit sub-
mitted by a party in accordance with 
§ 150.437 is deemed part of the record 
unless the opposing party raises an ob-
jection to that exhibit and the ALJ 
rules to exclude it from the record. An 
objection must be raised either in writ-
ing prior to the prehearing conference 
provided for in § 150.441 or at the pre-
hearing conference. The ALJ may re-
quire a party to submit the original 
hearing exhibit on his or her own mo-
tion or in response to a challenge to 

the authenticity of a proposed hearing 
exhibit. 

(b) A party may introduce a proposed 
hearing exhibit following the times for 
submission specified in § 150.437 only if 
the party establishes to the satisfac-
tion of the ALJ that it could not have 
produced the exhibit earlier and that 
the opposing party will not be preju-
diced. 

§ 150.441 Prehearing conferences. 
An ALJ may schedule one or more 

prehearing conferences (generally con-
ducted by telephone) on the ALJ’s own 
motion or at the request of either 
party for the purpose of any of the fol-
lowing: 

(a) Hearing argument on any out-
standing discovery request. 

(b) Establishing a schedule for any 
supplements to the submissions re-
quired by § 150.437 because of informa-
tion obtained through discovery. 

(c) Hearing argument on a motion. 
(d) Discussing whether the parties 

can agree to submission of the case on 
a stipulated record. 

(e) Establishing a schedule for an in- 
person hearing, including setting dead-
lines for the submission of written di-
rect testimony or for the written re-
ports of experts. 

(f) Discussing whether the issues for 
a hearing can be simplified or nar-
rowed. 

(g) Discussing potential settlement of 
the case. 

(h) Discussing any other procedural 
or substantive issues. 

§ 150.443 Standard of proof. 
(a) In all cases before an ALJ— 
(1) CMS has the burden of coming for-

ward with evidence sufficient to estab-
lish a prima facie case; 

(2) The respondent has the burden of 
coming forward with evidence in re-
sponse, once CMS has established a 
prima facie case; and 

(3) CMS has the burden of persuasion 
regarding facts material to the assess-
ment; and 

(4) The respondent has the burden of 
persuasion regarding facts relating to 
an affirmative defense. 

(b) The preponderance of the evi-
dence standard applies to all cases be-
fore the ALJ. 
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